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40 CFR Past 799

Cumene; Final Teat Rule

and chernâcalfate.The healtheffects
testingrequirementsinclude~0~a1and
inhalationcomparative
pharmacokinetics.s~ibchronicinhelatior
toxicity developmental toxicity,
neuotoxicity,and, if triggered,two

8enerationreproductiveeffects,The
environmentaleffectsandchemicalfate
testing requirev~entsinclude:Acute
toxicity to fish andinvertebrates,
biodegradationFn an aquaticsystem,
volatilizationfro~an aquaticsystem,
and, if triggered,chronictoxicity to fish
andinvertebrates.

DATES: In accordancewith40 CFR 23.5.
thisrule shall bepromulgatedfor
purposesof ~ud~ia1review at 1 pin.
eastern(daylightor standardas
appropriatejtimeon August10, 1988.
This rule shaUbecomeeffectiveon
September9, 1988.The incorporationby
referencein the rule is approvedby the
Directorof theFederalRegisterasof
September9. 1988.

FOR FUWT$E~~NFORMA11O$CONTACT
Michael M. Stahl,Acting Director, TSCA
AssistanceOffice (TS-799~,Office of
Toxic Substances,Rm. E-&43, 401 M St..
SW., Washington,DC 20460,(202) 554—
1404,TDD: (202)554-0551.
SUPPt.EMENTAR’V U5FORM*T1~EPA is
issuinga final test rule wider section
4(a) of TSCA to require health effects,
environmentaleffects,and chemical fate
testingfor cumene.

Public reportingburdenfor this
collection of informationis estimatedto
average535 hoursperresponse,
irilcuding time for reviewing.
instructions,searchingexisting data
sources,gathering and maintaining the
data needed,andcompleting and
reviewing the collection of ia~ormation.

Sendcommentsregardingthe burden
~stimateor any other aspectof this
collection of information, including
suggestionsfor red.ucing this burden to:
1. Chief. Information Policy Branch (PM—

223),EPA, 401 M St., SW..
Washington. DC 20460.

2. Office of lnformaticn and Regulatory
Affairs. Office of Managementarid
Budget(0MB). WashingtorrDC 20503.

I. introduction

A. TestRule DevelopmentUnder TSGA

This final rule is partof the overall
implementation of section4 of TSCA
(Pub. L 94—469.90 Stat. 2003 et seq..15
U.S.C. 2601 et seq.).which contains
authority for EPA to require the
developmentof data relevant to
assessingthe risk to health and
environmentposedby exposureto
particularchemicalsubstancesor
mixtures(chemicals).

ENVIRONMENTAL PROTECTION
AGENCY

(OPTS-42074A~ERL-3420-21

AGENCY: EnvironmentalProtection
Agency (EPA).
ACTION Final rule.

SUMMARY: EPA is issuing a final test
rule, undersection4 of the Toxic
SubstancesControlAct (TSCA),
requiring rnanu.facturers and processors
of cumene(isopropy(benzene.GAS No.
98—82—8) to perform testing in the areas
of health effects,environmental effects,
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Undersection4(a) of TSCA. EPAmust
requiretestingof a chemicaltodevelop
healtheffects,environmentaleffects,or
chemicalfatedataif theAdministrator
makescertainfindingsasdescribedin
TSCA undersection4(a)(1) (A) or (B).
DetaileddiscussiOnsof thestatutory
section4 findings areprovidedIn the
Agency’sfirst andsecondproposedtest
ruleswhich were~üblishedin the
FederalRegisterof July 18, 1980(45 FR
48510)andJune5, 1981 (46 FR 30300).

B. RegulatoryHistory
TheInteragencyTestingCommittee

(ITC) designatedcuinenefor priority
testingconsiderationin its 15thReport.
publishedin theFederalRegisterof
November29, 1984 (49 FR 46939).The
ITC recommendedthat cumenebe
consideredforhealtheffectstesting,
includingshort-termgenotoxicity,
chronictoxicity includingoncogenicity,
teratogen.icity.andreproductiveeffects;
andenvironmentaleffectstesting.
includingacuteandchronictoxicity to
saltwaterandfreshwaterfish and
invertebrates.Thebasesfor these
recommendationswere:Annual
productioncapacityof 4 to 5 billion
pounds,potentialforoccupationaland
environmentalexposure,and
insufficient datato assessthe risk of
cumeneexposuretohumanhealthand
theenvironment.

EPArespondedto theITC’s
recommendationsfor cuineneby issuing
a proposedrule, publishedin the
FederalRegisterof November6, 1985(50
FR 46104),which would requirethat
cumenebe testedfororaland inhalation
comparativepharmacokinetics,oral and
inhalationsubchronictoxicity,
mutagenicity,developmentaltoxicity.
neurotoxicity.oncogenicity,acuteand
chronictoxicity to saltwaterand
freshwaterfish andinvertebrates,
biodegradationin anaquaticsystem,
volatilizationfrom an aquaticsystem,
and,if triggered,a two-generation
reproductiveeffectsstudy.

Theproposedrulecontaineda
chemicalprofile of cuinene,a discussion
of EPA’s TSCA section4(a) findings,
and theproposedteststandards.

II. Responseto Public Comments
TheAgencyreceivedwritten

commentsonthe cumeneproposedrule
from the ChemicalManufacturers
Association’s(CMA) CumeneProgram
Panel(thePanel)on February28, 1986
(Ref. 1). ThePanelin:ludee
manufacturersandp~ocessorsof
cumene.PanelmembersareTexaco
ChemicalCompany,ChevronChemical
Company,Dow ChemicalCompany,
ChamplinPetroleumCompany,Koch
Refining,Inc., AshlandOil Company,US

SteelCorporation,andGeorgiaGulf
Corporation.

Dow ChemicalCompany (Dow) also
submittedwritten commentsseparately
on anearlierdate(February13. 1988)
thatdealt specificallywith the Agency’s
proposedguidelinesfororal and
inhalationpharmacokineticstudies(Ref.
2). Thepharmacokineticguidelines
proposedby the.Agencyfor cumene
weresubsequentlyreferredto in the
final PhaseI testrule for 1,2-
Dichioropropanepublishedin the
FederalRegisterof September9, 1988
(51 FR 32107).Dow’s commentson the
proposedpharmacokineticguidelines
and theAgency’sresponsesare
summarizedin the final testrule for 1,2-
dichioropropanepublishedin the
FederalRegisterof October5, 1987 (52
FR 37138).A detailedexplanationof the
Agency’sposition on Dow’s comments
on theproposedpharmacokinetic
guidelinesmay befoundin thesupport
document(Ref. 3) preparedfor EPAby
SyracuseResearchCorporation(SRC)
anda memorandumwritten by EPA’s
HealthandEnvironmentalReview
Divisionwithin the Office of Toxic
Substances(Ref. 4). Dow’s comments
haveresultedin modificationsto the
proposedpharmacokineticguidelines
andthesemodificationsaredescribedin
thefinal testrule for 1,2-
dichioropropane.A summaryof the
Panel’scommentswill bebriefly stated
in the following sectionsalongwith the
Agency’sresponsesto thecomments.

A. Commentson Oncogenicityand
MutagenicityTestingRequirements

The Panelbelievesthat the reported
positiveresultsof two short-term
mutagenicitytestswith cumene(cell
transformationandunscheduledDNA
synthesis(UDS) assays)conductedby
theGulf Life SciencesCenter(Gulf, Ref.
5) do not justify the requirementfor
higher-tierinutagenicityand
oncogenicitytesting.ThePanel’s
conclusionis baseduponapparent
technicaldifficulties with theassays,
renderingthe resultsequivocalat best.
The Panelreportedthat it would repeat
threeof the four testsconductedby Gulf
andalsoperform anAmesSalmonella
assayandan in vitro cytogeneticsassay
on a voluntary basis.

EPAagreesthat somedoubtexisted
asto whethertheGulf resultsare
positiveor equivocal.Nevertheless.
thesedataweresuggestiveof the
possiblegenotoxicityof cumeneand
couldnothavebeendismissedwithout
additionalevidenceto thecontrary.The
resultsof five voluntary mutagenicity
testssubmittedtoEPA by the Panel
haveprovidedthe evidenceneededto
clarify theGulf results(Ref. 6). Cumerte

wasclearlynegativein the cell
transformationandUDS assaysthat
wererepeatedby thePanel.The results
werealsonegativefor threeother
mutagenicityassayssubmittedby the
Panel(Salmonella(Ames)), Chinese
HamsterOvary (CHO)/Hypoxanthine-
GuaninePhosphoribosylTransferase
(HGPRT) mutation,and chromosome
aberrationsin CHO cells).Sinceall tier I
testsproposedby theAgency or
equivalentto thoseproposedby the
Agency arealreadyavailableand
negative,includinga micronucleustest
of cumenefrom Gulf (Ref. 7) which the
Paneldid not repeatandwhich the
Agency considersadequate,theAgency
hasreconsideredits proposed
requirementsfor higher-tier
mutagenicityandoncogenicityunder
bothsections4(a)(1)(A) and(B). The
Agencyhasdecidedthat no further
testingin theseareasis necessaryat
this time.

B. Commentson theExposureFinding

The PanelcommentedthatEPAhas
not properly justified its finding of
significantorsubstantialexposure
undersection4(a)(1)(B)of TSCA. The
Panelbelievesthat EPAhasoverstated
cunienelevels in the environment;that
the contribution of manufacturing,
processing,use.and distribution
activities to cu.rnene levelsin the
environment is negligible comparedto
cumeneemissionsfrom motor vehicle
fuel exhaust,thequantities of cumene
naturallypresentin theenvironment,
andothercumenesourcessuchas
cigarette smokeand volatilization
during the cooking of foods; and that
exposurelevels cited by EPAare, in any
event,far too low to merit concernabout
cumene’spotential risksto thegeneral
population.

1. Estimationofair emissionsfrom
manufacturingandprocessing
operations.In the proposed rule for
cumene,EPAestimatedthat
approximately3 million poundsof
cumeneis releasedannuallyto the
environmentfrom cumene
manufacturingandprocessingfacilities.
Thisestimatewasderivedfrom
emissionratedatafordevicessuchas
vents,flanges,drains,valves,and
pumpssuspectedof leakingcumenein
the averagecumenemanufacturingand/
orprocessingunit. Approximately15 to
18 million peoplelive in areasnear
cumenemanufacturingandprocessing
facilities. EPA is concernedaboutthe
increasedlevelsof curneneto which this
surroundingpopulationis exposed.The
Panelcommentedthat EPA overstated
the amountof cumenereleasedfrom
manufacturingandprocessingfacilities.
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ThePanelpresenteda revisedestimate
of 843,750poundsof cumenethat is
releasedannuallyas fugitive emissions
from cumenemanufacturingand
processing.ThePanel’sfigure is
extrapolatedfrom emissionsdatafrom
11 of 16 activecumenemanufacturing
andprocessingplants.These11 plants
accountfor ju~.tunder80 percentof the
cumeneproduced,imported,and
processedin1984. Some875,000pounds
of cumenewasreportedreleasedfrom
these11 plantsby themanufacturers
andprocessors.ThePanelassumedthat
the other5 plants,which accountfor the
remaining20 percentof thecumene,
releaseda proportionalamount.This
figureis 168,750pounds,which yieldsa
total fugitive emissionsof 843,750
poundsof cumeneannually.

EPAbelievesthat thePanel’s estimate
doesnot includefugitive emissionsof
cumenefrom cwneneprocessing
facilitieø, especiallyfrom thosewhich
arelocatedon the samesiteas the
manufacturingfacility. Sincemanyof
thecumenemanufacturersalsoprocess
cumeneat thesamesiteusinga
separatephysicalsystem,the fugitive
emissionsof cumenefrom processing,
which aregenerallyestimatedto be
twice thosefrom manufacturing,should
be includedin thetotal emissionsfrom a
site. In addition.EPAbelievesthat, in
extrapolatinga valuefor cumene
emissionsfrom plantsforwhich
emissionsdataareavailableto plants
for whichno dataareavailable,the
Panelhasincorrectlyassumedthat
cumeneemissionsarestrictly
proportionalto theamountof cumene
manipulated,regardlessof whetherthe
cumenewasmanufacturedorprocessed.
Furthermore,therewasno consideration
given tothe ageor sizeof theplant.

2. Contributionofmanufacturingand
processingactivitiesto overallcurnene
levelsin theambientair. ThePanelhas
statedthat cumeneemissionsinto the
environmentareprimarily from gasoline
anddiesel fuel useand that industrial
emissionsourcescontributea far
smalleramountof this chemicalto the
environmenton a nationalscale.In
addition,the Panelpointedout thereare
manyothersourcesof cumene.
unrelatedto cumenemanufacturingand
processingactivities,suchascigarette
smokeandvolatizationfrom cooking
certainfoods.ThePanelbelievesthat
this confirmsthat emissionsfrom
cumenemanufacturingandprocessing
representonly an insignificant sourceof
cunienein the environment.

EPA is awareof themany sourcesof
cumenein the environment,and it also
recognizesthat distinguishingthe
contributionof onesourcefrom another

is verydifficult EPAis alsoawarethat,
whenthe countryis takenas a whole,
landvehicleemissionsarebelievedto
contributeaboutfive timesasmuch
cumeneto theenvironmentas cumene
manufacturingandprocessingfacilities.
However, in communitiescloseto
cumenemanufacturingandprocessing
facilities,it appearsthat thesefacilities
emitapproximately3.8 times the amount
of cumeneemittedby landvehicles
exhaustand,hence,arethe dominant
sourceof atmosphericcumene(Ref. 8).

3. Thesignificanceofair emission
levelsnearcumenefacilities. ThePanel
hassuggestedthat cumene
concentrationsin theatmosphere,
resultingfromcumenemanufacturing
andprocessing,evennear
manufacturingandprocessingfacilities,
are notsignificant.ThePanelquotesthe
TestRuleSupportDocumentworstcase
cumeneconcentrationscalculatedfor a
I and5 km radiusfrom theplant,which
were3.5 to 59.9partsperbillion (ppb)
and from0.6 to 3.1 ppb.respectively.
The Panelpointsout that theselevels
maybe seenduringoccasional
excursions,butdo not represent
commonair concentrations(Ref. 9). It
goeson to saythat the1.4 ppb annual
average1 km from a plantandthe8 and
11 ppb cumeneconcentrationsseennear
a productionfacility in Deer Park.TX,
bothpresentedin theTestRuleSupport
Document,aremorereasonable.In
addition,thesevaluesaremorein line
with a modelingstudydonefor Georgia
Gulfs BoundBrook,NJ phenolfacility,
whichalso predictsa 1.4 ppb annual
averageat1 kmfrom the plant(Ref. 10).
Theworst caseat this facility was
calculatedto be34.8ppb.ThePanelalso
statesthat, consideringthe shorthalf-
life of cumenein theatmosphere,there
is no reasonto believethat, exceptfor
populationsverycloseto the plant.there
is anygeneralpopulationexposure.The
Panelcontends,finally, that the 15 to 16
million personsthatEPAsuggestsare
living in metropolitanareasnear
cumenemanufacturingandusefacilities
is misleading.It suggeststhat, because
of cumenesrapidatmospheric
degradationkinetics, this valueis too
high, andonly a smallfractionof these
peoplewould be exposedto cumene
concentrationsabovetheambientlevel.

Themajority of monitoring datathat
areavailablefor placeswithoutcumene
manufacturingor processingfacilities
indicatecurneneconcentrationsat or
below 2 ppb in the air (Ref. 9). However,
modelingandmonitoring data
developedfor placesthat havecumene
manufacturingandprocessingfacilities
indicatemuch higherconcentrationsof
cumenein the air. Someof the highest

monitoredcumeneconcentrations(6 a
11 ppb)wereneartheShellOil
Companymanufacturingcomplexin
DeerPark,TX, despitethe fact that
insufficientdataareavailableto
determinewhetherornot the facility
was in operationat thetime the
samplingtook place(Ref. 9). In additio
worstcasecumeneconcentrations
predictedvia models,which are
discussedabove,for areasclosestto
cumenemanufacturingandprocessing
sitesaresignificantlyabovethecumen
levels detectedin placeswithout
cumenemanufacturingandprocessing
facilities.

Themorerecentdataon the half-life
of cumenein theatmosphere,which th
Agencyreferredto in theproposedtest
rule for cumene,appearsto beon the
order of oneor two days.At this rateol
removal, the cunieneemissionsfrom
ongoingmanufacturingandprocessing
activitieswould beexpectedto be
distributedovera largeportion of the
communitiesnearthemanufacturing
andprocessingfacilities dependingon
theprevailingatmosphericconditions.

Thefigureof 15 to 16 million persons
estimatedby EPAto be the total
populationliving within a 50 km radius
of all cumenemanufacturingand
processingfacilities wasderivedusing
1980Censusinformation (Ref.11). The
1985Censusshowsthatapproximately
13.5 million peoplelive in areasnear
cumenemanufacturingandprocessing
facilities (Ref. 8). It shouldbenotedthat
97 percentof thecumenecapacityand
66 percentof phenolcapacitya~’e
concentratedin areaswith a population
of about7 million people.Thusit
appearsthat most exposuretocumene
from cumenemanufacturingand
processingfacilities occursin a
populationof about7 million people.
Cumenemanufacturingandprocessing
facilities arepredictedto emitsome2.58
million poundsof cumeneperyear into
theatmospherein theseareas,basedon
the totalcumeneemissionspredicted
from all facilities. By comparison.
automobilesin theseareasare predicted
to emitonly 0.47 million poundsperyear
(Ref. 8). Also, sincethehalf-life of
cumenein the atmosphereis long
enoughto allow for sometransport.the
vast majorityof atmospnericcumenein
theseareasmust comefrom cumerie
manufacturingandprocessingfacilities.

4. Cumenelevelsin water. The Panel
hassuggestedthat EPA. in presenting
thedatafor wastewater,groundwater.
anddrinking waterin the proposedtest
rule, hasnot givensufficient weight to
the monitoringdatawhich shov. that
cumeneis rarely detectedin watera’~d,
evenwherefound, is presentin trace
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amounts.The Panelconcludesthat: (1J
Whenpresent,cuineneconcentrations
arelow; (2) for themostpart,where
present,cumerteconcentrationsinwater
canbelinked to a sourcea.f
contaminationthat doesnot involve
cumenemanufacturing,processing,or
transportation;and(3)cumeneis not
detectedthemajorit.yof thetime.

EPA finds thePanel’sconclusionsto
be less thanconvincing,because
monitoring datafrom watersnear
cumenemanufacturingandprocessing
facilities arenotavailablefor
evaluation.Withoutthis information,no
conclusionscanbe madeconcerningthe
presenceorabsenceof cumeneor the
levelsof cumenethat might bepresent
in thewatersnearthesefacilities.EPA
doesknow thata numberof cumene~.
bearingwastestreamsaregenerated
from induatrialprocessesandthat
cumeneis dischargedto theaquatic
environment(ReL 12). Therefore,testing
for theeffectsto aquaticpopulations
nearoutfaltsof cumenemanufacturing
andprocessingfacilities is warranted.

5.Potentialfor adverseeffectsat
actuai~‘ expectedcumene
coricentrrxtirinlevelsin theenvironment.
ThePanelbelievesthat,evenif EPA’s
estimatesof environmentalexposure
resultingfrom cumenemanufacturing
andprocessingactivitiesarecorrect,the
existingdatebasefor cumeneallays
anyconcernabaitcumene’spotential
risks to thegeneralpopulation.

EPAdoesnot believe,aspreviously
explainedin theproposedrule, that the
currenthealtheffectsdatabasefor
cumeneis adequatetoallay theconcern
thatcumenemay presenta threatof
chronicadversehealtheffectsat levels
presentlyin the environment.The
availableacuteandsubchronicdataare
not sufficientto reasonablypredict the
dose-responsecurve forchronichuman
exposure.

6. Significanceofoccupational
exposureto cumene.ThePanel
commentedthatworkerexposureto
cumeneat manufacturingand
processingfacilities ~eneither
“substantial”nor “significant” under
section4(a)(1)(B)of TSCA.To support
this contention,thePanelpresenteda
summaryof its industrialhygienesurvey
which wassubmittedto EPAin April,
1985(Ref. 13).

The Panel’ssurveypresented
informationabouta total of 739
employeeswho were reportedas
“havingpotentialexposure”tocumene.
Of these.393 were routinelyexposed
and346 wereintermittentlyexposed.
Thepersonalexposuredata,provided
by manufacturersandprocessorsof
cumene.werefrom samplingdoneover
theperiod1973to 1984. A totalof 1,487

sampleswerereported.Thesewere8
samplesin therangeof 4.01 to 30 parts
permillion (ppm).4 samplesin the range
of 3.01to 4 ppm.25 samplesin the range
of 1.01 to2 ppm,and the remaining
sampleswerebelow 1 ppm.

TheAgency’sreviewof thesurvey
data identifiedseveralpotential
problemswith the personaltnonitoring
datasubmitted.It wasreportedin the
Panel’ssurveythat toluene.
ethylb.enzene,andwatervaporwere
ijiterferencesfor theNational Institute
of OccupationalSafetyandHealth
(N1OSH)charcoaltubemethodusedfor
someof thepersonalsampling,and
watervaporwasaninterferencefor the
3M 3500OVM badgemethodusedfor
the remainderof the sampling.Without
someknowledgeof themagnitudeof
theseinterferences,no assessmentof
thevalidity of thesemeasurementscan
bemade.If watervaporexerts
substantialinterference,then theentire
setof datain the surveymaybesuspect.
In addition,not all companiesprovided
personalmonitoringdataforcumene.
Nevertheless,the informationprovided
by thesurveyis of concernto the
Agencybecauseof thepotential for
chronicadversehealtheffectsto
workersfrom exposurelevelsreported.

In conclusion,the’Agencybelieves
thatoccupationalexposureto cwnene,
whenconsideredalongwith the
potentialforgeneralpopulation
exposureto cumene,meetstheexposure
criterianeededto makea section
4(a)(1)(B) finding under1’SCA (i.e., the
chemicalisproducedin substantial
quantitiesand thereis potentialfor
substantialhumanexposure).

a Commentson ScopeofHealthEffects
TestingRequirements

The Panelrecommendsthat the
testingprogramforcumene,if required.
shouldbedesignedto addressonly the
concernsrelevantto occupational
exposureconditions.Specifically, the
Panelseesno needfor testingby the
oralordermalroutesof exposureand,
therefore,no needforpharmacokinetic
datato aid in route-to-route
extrapolationfor risk assessment.In
addition, the Panelproposes
modificationsto the proposed
developmentaltoxicity and reproductive
effectstestingandseesno needfor a
separateneurotoxicitytest.

EPAhasconcludedthat thegeneral
populationsof areasin the vicinity of
cumenemanufacturingthe processing
facilities are potentiallybeingexposed
to elevatedlevelsof cumeneasa result
of the releasesof this chemicalto the
environmentfrom thesefacilities.
Therefore,thePanel’spositionthat the
testingprogramshouldbe designedto

focus‘only onworkpleeeexpov~.reto
curmeneappearssawarranted.

1. Routeofexposure.The Panel
believesthat all testingshouldbe
conductedby inhalation,which it
believesis the only relevantrouteof
exposure.

EPA believesthatinhalationis the
mostrelevantrouteof humanexposure,
and,for this reason.ii hasrequired
testingonlywith this routewhenever
thatwasadequate.Nevertheless,the
potentialfor humanexposureto cumene
via theoral routeis alsoof some
concernto the Agencybecause
monitoringdataforgroundandsurface
waternearcumenemanufacturingand
processingfacilities arenotavailable,
The waterin theseareasmayhave
elevatedconcentrationsof cwnenedue
to releasesof cumene-bearingeffluents
from themanufacturingandprocessing
facilities.In addition,theuseof theoral
routeis preferredby theAgency for
reproductivetoxicity testing,because
theuseof inhalationexposurefor this
testingpresentsnamerousdifficulties.
Forexample,it hasbecomeroutineto
separatethepostpartumdamfrom her
neonatesfor 6 to 8 hours/daywhile she
is exposedin aninhalationchamber.
Theseparationof neonatesfrom their
motherscanhaveadverseeffectson
theirgrowthanddevelopment
Therefore,it is difficult to interpret
resultsof suchstudieswhenonedoes
notknowhow muchthestudyhasbeen
compromisedby introducingacritical
confoundingfactor.Furthermore,once
the damsarereturnedtotheir cages,.the.
offspringareeagerto nursesincethey
havebeendeprivedfor 6 to 8 hours.This
leadsto theoffspringlicking thefur of
the mothersand thereby,being exposed
directly to the testagent.Thedose
levelsobtainedthis waymaybe too
toxic for theneonatesandcould further
complicatethe findingsof the study.

Pharmacokineticstestingwith cumene
is beingrequiredby bothroutes,oral
and inhalation.EPAwill usethe
pharrnacokineticsdatafor extrapolating
from one routeto theother. Thus, the
Agency’sconcernregardingthe
potentialof exposureto cumenevia the
oral routewill alsobeaddressed
withouthavingto require theproposed
90-dayoral subchronicstudy.

2. Pharmacokinetics/metabolism
testing.The Panelrecommendsthat only
a very limited amountof
pharmacokineticstestingwith cumene
(non-radiolabeled)beperformed
initially and furthertestingin this area
beconsideredonly if a significant toxic
end-pointis definedin thesubchronicor
chronicstudies.In addition, thePanel
believesthat theavailability of an



FederalRegister / Vol. 53, No. 144 / Wednesday.July 27, 1988 / Rulesand Regulations 281

estimatefor humanabsorptionof
inhaledcumeneandmetabolismdata
from earlieranimalstudiesjustifies
droppingthe bioavailabilityand
metaboliteidentification testing
requirements.

The Agencydoesnot agreewith the
Panel’sassumptionthat
pharmacokineticdataareonly useful for
evaluatingto~1city.Pharmacokinetics
testingis being requiredtogenerate
comparative,dose-dependent,oral and
inhalationabsorption,tissue
distribution,bioaccumulation,
metabolism,andexcretiondata.These
dataareneededfor high to low dose,
route-to-route,andspeciesto species
extrapolation.Furthermore,theAgency
doesnotbelievethat the singlereporton
humanabsorptionandseveralanimal
studiesconductedprimarily in the 1950’s
satisfythe needfor pharmacokinetics/
metabolismdata(Refs. 14, 15, and 18).
An estimateof humanabsorptionwill
notassistin theevaluationof toxicity
studiesconductedin the rat. Likewise,
metabolismstudiesconductedwithout
thebenefitof a radiolabeledtest
compoundorby state-of-the-art
methodsareof little valuefor risk
assessmentpurposes.Theelucidationof
metabolicpathwaysand identification
of metaboliteswould bemoredifficult
usingthe Panel’srecommendationthat
studiesbeperformedwith non-
radiolabeledcumene.

3. Developmentaltoxicitytesting.The
Panelbelievesthat EPAshouldrequire
only a singlespecies(rat), insteadof a
two-species,inhalationdevelopmental
toxicity study,becausethe purposeof
this testingwouldbe to confirmor refute
an inadequatereport in theeastern
Europeanliterature(Ref. 17) which
claims thatcumeneIs teratogenicat
relativelylow dosesin the rat.

EPAdisagreeswith the Panel.
Experiencehasindicatedthat theremay
beconsiderablespeciesvariationin
degreeandsensitivityof responsein
evaluatingthe potential teratogenic
effectsto a chemicalsubstance.
Therefore,two speciesaregenerally
requiredevenif dataindicatethatoneis
positive. Concernremainsthat the
secondspeciesmaybe moresensitivein
termsof doselevel neededto see
adverseeffects.Thisrequirementis
consistentwith thoseof the EPAOffice
of PesticideProgramsandthe
OrganizationforEconomicCooperation
andDevelopment(OECD).

4. Reproductiveeffectstesting.The
Panelcommentedthat EPA’s proposed
triggeringcriteria for the two-generation
reproductiveeffectsstudyaretoo
inflexible andunscientific.

In responseto thePanel’scomments,
EPAhasrevisedthe triggeringcriteria to
increasetheir scientificreliability. In
addition, if the resultsfrom the

subchronicinhalationtoxicity test
indicatethat the triggeringcriteriaused
for predictingreproductiveeffectsare
positive,EPAwill holda public program
reviewbeforerequiringthe two-
generationreproductiveeffectstest.
Publicparticipationin this program
reviewwill be in the form of written
public commentsora public hearing.
Requestfor public commentsor
notificationof a publicmeetingwill be
publishedin theFederalRegister.
Should theAgencydetermine,from the
weightof evidencethenavailable,that
proceedingwith the two-generationtest
is riot warranted,theAgency would
proposeto repealthat testrequirement
and,afterpublic comment,issuea final
amendmentto rescindtherequirement.

5. Neurotoxici’tytesting.ThePanel
recommendsthat the separate
neurotoxicitytestingproposedfor
cumenenotberequired.Instead,the
Panelcontendsthat therequirementfor
rieurotoxicity testingcanbesatisfiedby
modifying the protocolfor the90-day
subchronicstudy.

It is the Agency’s policy in
implementingthe TSCAsection4 to
requirethethreeproposedneurotoxicity
tests,i.e., functionalobservationbattery,
motoractivity, andneuropathology,in
testrulesbasedon a finding of
substantialproductionandexposure.
Thesetestsaredeemednecessaryto
adequatelyscreenforneurotoxicity.The
neurotoxicitytestsmay becombined
with thesubchronictoxicity testas long
asthe resultsof the varioustestsarenot
compromised.
D. Commentson EnvironmentalEffects
Testing

ThePanelbelievesthat environmental
concentrationlevelsfor cumenearenot
sufficientto justify a finding of
“significant~’environmentalrelease.The
Panelcontendsthat,in light of cumene’s
limited solubility in freshandsaltwater,
rapidbiodegradabilityin freshwater,
andpropensityfor volatilization from
saltwater,the durationof exposureof
aquaticorganismsto cumenewould be
insignificant.In addition,the Panel
contendsthat thedataon cumene’s
acutetoxicity to birds,fish.
invertebrates,andmicroorganisms
indicateanzidequatemargin of safety.
Finally, thePanelhasa numberof
testingrecommendationswhich it wants
EPAto considerif additionaltestingis
to berequired.

ThePanelrecommendsthat:(1) EPA
shouldselecttestspecieswhich are
readilyavailableandfor which there
existsa goodtoxicologydatabaseand;
(2) EPAshouldtier chronicaquatic
testingrequirements.

EPA believes,aspreviouslystatedin
responseto commentson cumenelevels

in water,that cumenemanufacturing
andprocessingfacilities discharge
cumene-bearingwastewaterto the
environment.Thedetectionof cumene
in surfacewateralsosuggeststhat
cumenehasa long enoughhalf-life to
build up detectableconcentrationsin
surfacewatersystems(Refs.8 and9).
Theexistingdata on theacute toxicity
of cumeneto aquaticspeciesshow mu
variability, and thedeficienciesand
omissionof adequatedescriptionin
methodologyprohibit the useof the
availabledatain a comprehensive
appraisalof the toxic potentialof
cumenein theaquaticenvironment(Re
9). Furthermore,theavailableaquatic
toxicity dataobtainedusingnominal
concentrationsandunderstatic
conditionsareof limited value in the
accurateestimationof thepotential
toxicity of volatile organicchemicals
(i.e. cumene),becausethe toxicant in tli
solutionhasprobablyevaporateddunn
the exposure.Therefore,in the absence
of definitive acutetoxicity datafor
aquaticorganismsindicatingthe toxic
potentialof cuznene,EPA finds it
necessaryto requireenvironmental
effectstestingforcumene.EPA.
however,agreeswith thePanel’s
recommendationsfor testspecies,and
the needfor tiering chronictoxicity
testingrequirements.Therefore,EPA
hasmodifiedthetestingrequirements
accordingly(seeUnit III. B.).

E. Commentson ChemicalFate Testing

The PanelcontendsthatEPA’s
proposedmethodof studying
biodegradationof cumenein water,the
Core-ChamberMethoddevelopedby
Bourquinat a!., is not a standardmethoc
for degradationasoutlinedin TSCA
guidanceandwasnotvalidatedfor
applicationtoTSCA, and that finding
qualifiedlaboratoriesfor testingunder
Good LaboratoryPractice(GLP)
standardsmaybedifficult. In addition,
thePanelhassuggestedthat the
biodegradationandvolatilizationtests
be run in thesametestchambers.
allowing for a morecost-effective
experiment,sincetheBourquintest
apparatuscanbemodified todevelop
bothtypes of dataconcurrently.

EPAbelievesthat theCore-Chamber
Methoddevelopedby Bourquin etal.
(Ref. 18) is the bestavailablemethodfor
evaluatingthepersistenceof cumenein
a combinedsediment/water
environmentbecause:(1) It canbe
modified to minimizevolatilization: (2) it
providesreliabledataon ultimate
biodegradation;and (3) it is acost-
effectiveapproachto simulatingin situ
biodegradation.in addition,sincethe
testrequiresonly readilyavailable
materialsfor the constructionof the
necessaryaquaria,thereshouldbe no
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difficulty in finding qualified
laboratoriesto conductthe test,and
GLP standardsshouldbereadily
adaptableto thetest.Thefinal rulefor
tetrabromobisphenolA (TBBPA),
publishedin theFederalRegisterof July
8, 1987 (52 FR 25219),alsorequires
biodegradationtestingusingtheCore-
ChamberMethod,andthetestsponsor
for TBBPA hasfounda qualified
laboratoryto conductthis test.

EPAdoesnotbelievecombiningthe
biodegradationandvolatilizationtests
will allowfor thedevelopmentof the
volatilizationrateconstantas discussed
in Smith atat, (Ref. 19).Thisvalueis
very importantfor aquatic
environmentalmodelingefforts that the
Agency mayuseforhelpingto elucidate
the fateofcumenain differentaquatic
systems.However,thesetestsmay be
combinedaslong asthe resultsof the
two separatetestsarenotcompromised.

LII. Fi~kTestRulefor Cwnen.

A. Findings

EPA is basingthefinal healtheffects,
environmentaleffects,andchemicalfate
testingrequirementsfor cumeneon the
authorityof section4(a)(1)(B)of TSCA.

EPAfinds that cumeneis producedin
substantialquantitiesand thatit enters
the environmentin substantial
quantities,with thepotentialfor
resultingsubstantialhumane.xposureto
cumene,from its manufacture,
processing,use,anddisposal.The
availabledataon cumene,discussedIn

Unit U. of this preambleandin Unit IL of
thepreambleto theproposedrule (50 FR
46104),showsthatU.S.productionof
cwneiiein 1984wasreportedto be3.35
billion pounds,andan additional339
million poundswasimported.
Approximately95 percentof thecumene
manufacturedandimported.isusedin
the productionofphenolandacetone.
Theremaining5 percentis primarily
exportedanda smallamountis also
usedin theproductionof alpha-
methyistyreneandasa high-octane
componentin aviation fuel. Thenumber
of worket’sthatareknownto be
exposedto cumeneduring itg
manufacturingandprocessingis
between700and 800. Thefugitive
emissionsof cumeneto theatmosphere
from manufacturing,processing,anduse
activities areestimatedto be3 million
poundsperyear.Although this amount
is only approximatelyone-fifth the
estimatedatmosphericreleaseof
cumenefrom landtransportation
vehiclesin theU.S., the industrial
releasesof cumeneareconcentratedin
a few largemetropolitanareaswhere
the majorityof cwnenemanfacturing
andprocessingfacilities arelocatedand
arepredictedto be themoresignificant
sourceof exposuresto thegeneral
populationliving in thevicinity of these
facilities.Approximately13.5 million
peoplelive in thevicinity of cumene
manufacturingandprocessingfacilities.
The releasesof cumeneto theaquatic
environmentareexpectedasaresultof
cumene-bearingwastewaterdischarged.

from cumenemanufacturingand
processingfacilities.

EPA finds that thereareinsufficient
datato reasonablydetermineorpredict
the pharmacokinetic,subchronic,
developmental,neurotoxicand
reproductiveeffectsof humanexposure
to cumeneresultingfrom the
manufacture,processing,use,and
disposalof the chemical.Furthermore,
thereare insufficientdatato reasonably
determineor predictthebiodegradation
andvolatilizationof cumenein aquatic
systemsand theacuteandchronic
toxicity ofcumeneto saltwaterand
freshwaterfish andinvertebrates
resulting from themanufacture,
processing,use,anddisposalof the
chemicalsubstance.EPAfinds that
testingof cumeneis necessaryto
developsuchdata.EPA believesthat
thedatageneratedfrom this testingwill
berelevantto a determinationasto
whetherthe manufacture,proces8ing~
use,anddisposalof cumenedoesor
doesnotpresentanunreasonablerisk of
injury tohumanhealthor to the
environment.
B. RequiredTestingand TestStandards

Onthebasisof thesefindings, the
Agency is requiringthat healtheffects,
environmentaleffects,andchemicalfate
testingbe conductedfor cumenein
accordancewith specifictestguidelines
set forthin 40 CFRParts795, 797, and
798, orotherpublishedtestmethodsas
specifiedin this testrule as enumerated
in the followingTable.

TABLE—REQUIRED TESTING, TEST STANDARDS, AND REPORTING REQUIREMENTS FOR CUMENE

2
2
2

2
2
2
4

Test

.

Test standard(40 CFR
citation) final report’

Number of~ ~.

£flO~~~X1*

14EALTH EFFECTSTESTS
1. Oral and~Thalationpharmacokinetics -......-.. .. - 795230 15
2. SUbChrOffiC w*18I~Ofltoxicity - .... .. - 798.2450 15
3. Inhalationdeve1opo~nt~tx~y_......._._.......... .. .. 798.4350 15
4. SiAxtwonic nettotoxici*y

Funcbonal observation batlesy.._......... ...._ ...._ .. ..~. - I 798.6050 15
Motor activity — .. — ... ...... 798.6200 15
Neuropathotogy..._ .. .. 798.6400 15

5. Two-generationrepro~~ctiveeffects ... ... - 798.4700 2 29

ENVIRONMEN1’AI. EFFECTS TESTS
1. Acute tox~ityto Daphinemagna -. ...........~ 797,1300 12
2. Acute toxicity to 4~d~u6 ~hhs.. - - 797.1930 I 12
3. Acute toxicity to SM’nogamd’7.7 .. .. 797.1400 12
4.AcutetoxicdytoC*i~~aijs......._...._.._.. I 797.1400 12
5. Chronic toxicity to Dwi~sna9la...........__......._ ._.... - .~_......._ - -...- 797.1330 24
6.CtworwctoxicdytoA4Wc~s4bmhat....._._._...... 797.1950 224
7. Early tfa stage toxicity to Salmo gawl*Jen’..... ........ i 797.1600 224
8. Early Ste stage toxicityto C ‘oobn va,iegaft,s.,........... ..._... - .~ 797.1600 2 24

CHEMICAL FATE TESTS
1. Biodegradation in aquatic system - --..—-...—..-.-.— - - ~ 1 (~) 12

2. Volatdization from aquatic system . .... (*1 12
1
1

Ntxnber of montM after the offectve date of the final rule except that the reporting deadlEne for the reproductive effects test is calculated ftc’nl the date the test
sponsoris notified.

Triggered tests (Required only if the specifIed triggers are met).
‘Boui’quin, et at.

Sriatlt, at
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Appilcablerevisionstothese
guidelineswere proposedin the Federak
Registerof January14, 1986 (51 FR 1522),
and werepromulgatedin the Federal
Registerof May2~1987 (50 FR19056~.

1, The health effectsteststo be
conductedfor cumeneare Oral and
inhalationcomparativepharmaco-
kinetics,using4hetestguidelineat 40
CFR 7~5.~Dasspecifiedin the final rule
for 1,Z-dichloropropane(52 FR 37138);
subchranicinhalationtoxicity using the
testguidelineat 40 CFR 79g.2450,andas
modified in40CFR 799.1285(c)~2)ti)(B);
developmentaltoxicity, usingthe test
guidelineat 40 CFR 798.4350an*
neurotoxicity.usingthe testguidelines
specifiedat40CFR 798.6O50~798.820U
arid 79a6400..In addttkM, theAgencyis
requiriz~thatareproductiveeffects
studybecoeductedif theresultsof the
grossorhistopatbologicalevaluationof
thereproductivetissuesin male or
femaleexpo.ed~animalsfrom the
subchronicexposuretestshowadverse
effectsor if significantalterationin
reproductiveorgaaweightsoccur.If the
resultsfrom thesubchronicstudy
indicateadversereproductiveeffectsor
alteredorganweights,EPAwill holds
publicprogramreviewprior to requiring
the initiationof the two-generation
reproductive effectsstudy.

2. Environmentaleffectsteststo be
conductedfor cuinene.in flow-through
systems,are:Acute toxicity to the
freshwaterinvertebrate,Daphnia
magna,usingthe testguidelineat 40
CFR 797.1300;acute toxicity to the
saltwaterinvertebrate.Mysidopsis
bahia, usingthe testguidelineat 40 CFR
797.1930;acutetoxicity to freshwater
fIsh. So/mogairdnerr. usingthe test
guidelineat 40CFR797.1400,acute
toxicity to saltwaterfish. Cyprinodon-
variegcn’ur, usingthe testguidelineat 40
CFR 797.1400;chronictoxicity to
Daphnemogneand Mysidopsisbohia~
using theguidelinesspecifiedat 40 CFR
797.1330and 797.1950,if theresultsof
theacutetoxicity testsrequiredfor
thesespeciesshowSC60 or LCeo of less
thanor equalto I mg/L~~and earlylife
stagetoxicity to Saimogairdneriand
Cyprinodon-nzriegatus.usingthe te8t
guidelinesat40 CFR797.1600,if the
resultsof theacutetoxicity tests
requiredfor thesespeciesshowLCe0 of
less thanor equalto1 mgJL

3. Chemical fate teststo be conducted
for cumeneare:Biodegradationin an
aquaticsystem,usingtheCore-Chamber
Method describedby Bourquinet aL

(Ref. i8~and volatilizationfitmi an
aquaticsys1~usingthemethod
describedby Smithet al. (Ref.19).

TheAgencyis requiringthat the
above-referencedTSCA HealthEffects
andEnvironmentalEffectsTest
Guidelinesandrevisionsandothercited
methodsbeteststandardsfor the
purposesof therequiredtestsfor
cumene.TheTSCAtestguidelinesfor
healtheffectsandaquatictoxicity
testingspecifygenerallyaccepted
minimumconditionsfor determining
health effectsandaquaticorganism
toxicities for substanceslike cumene.

The’requiredmethodsof Bourqmnat
al. (1977)for investigatingthe
biodegradationrateof cnmenein an
aquaticsystemandSmithet aL for
investigatingthevolatilizationof
cumenefromanaquaticsystemspecify
generallyacceptedminimumconditio
(Refs. 18 and 19).The Agencybelieves
that thesetestsmethodsreflectthe
currentstate-of-the-sciencefor testing
thefateof chemicalssuchas cumenein
theaquatic system.

C. Test Substance
EPA is requiring that cumeneof at

least99 percent purity be usedas the
testsubstance.Commercialcumeneis
generallygreaterthan99 percent pure.
In addition,radiolabeled~ cumeneIs
requiredfor thepharmacokinetics
testing.

D. PersonsRequiredto Test

Section4(b)(3)(B)specifiesthat the
activitiesfor which EPAmakessection
4(a) findings (manufacture,processing,
distributionin commerce,use,and/or
disposal)determinewho bearsthe
responsibilityfor testinga chemical.
Manufacturersand personswho intend
to manufacturethe chemicalare
required to test if the findingsare based
on manufacturing(“manufacture”is
definedIn section3~7)of TSCA to
include“import”). Processorsand
personswhointend to processthe
chemicalare requiredto testif the
findings arebasedon processing.
Manufacturersandprocessorsand
personswho intendto manufactureand
processthe chemicalare requiredto test
if the exposuresgiving rise to the
potentialrisk occurduringdistribution
in commerce,use,or disposalof the
chemical.

BecauseEPAhasfoundthat thereare
insufficient dataandexperienceto
reasonablydetermineor predictthe

effectsresvkingfrom mefacttne.
processing,tree,anddispose)of ~
EPA is reqtnrmg that personswtrr,
manufactureorprocess,or wheintend
to manufactureor process,cumene’.
otherthanas an impurity, at any time
from theeffectivedateof the final test
rule to theendof the reimbursement
periodare subjectto the testing
requirementscontainedin this final ruli
WhileEPAhas not identifiedany
byproductmanufacturersof cuinene,,
suchpersonsarecoveredby the
requirementsof this testrule. Theend:
the reimbursement period will be 5
yearsafterthe lastfinal reportis
submittedoran amountof timeequalt
thatwhich wasrequiredto develop
data,if more thanSyearsafterthe
submissionof thelastfinal report
required under the teat rule.

BecauseTSCAcontainsprovisionste
avoidduplicativetesting,not every
personsubjectb this rulemust
indivldeallyconducttesting.Section
4(b)(3)(A) of TSCA providesthatEPA
maypermit two or moremanufacturers
or processorswho are subjectto theru!
to designateonesuchpersonor a
qualifiedthfrdpersontoconductthe
testsandsabinitdataon theirbehalf.
Section4cc)provideethatanyperson
requiredto test mayapply toEPAfor es
exemptionfrom the requirement EPA
promulgatedproosthaitsfor applyingPot
TSCA section 4(c) exemptionsin40C~’t
Part790.

Manufacturers(including importers)
subjectto this rulearerequiredto
submiteitheraletterof intentto
performtestingor an exemption
applicationwithin 3(}daysafterthe’
effectivedateof the final testrule. The
required proceduresfor submitting such
lettersandapplicationsare describedin
40 CFR Part790.

Processorssubjectto this rule, unless
they arealsomanufacturers,,will notbe
requiredto submit letters of intent or
exemption applications, or to conduct
testing,unlessmanufacturersfail to
submitnoticesof inteatto testor later
fail tosponsorthe requiredtests.The
Agencyexpectsthat themanufacturers
will passanappropriateportionof the
costsof testingon to processorsthrough
the pricing of theirproductsor other
reimbursementmechenisms.If
manufacturersperformall therequired
tests,processorswill be granted
exemptionsautomatically.If
manufacturersfail to submitnoticesof
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intentto testor fail to sponsorall the
requiredtests,the.Agencywill publish a
separatenoticein the FederalRegister
to notify processorsto respond~this
procedureis describedin 40 CFR Part
790.

EPA is not requiring the submissionof
equivalencedataas a conditionfor
exemptionfrom tMrequiredtestingfor
cumene.As notedinUnit Lll.C., EPA is
interestedin evaluatingthe effects
attributableto cumeneandhasspecified
a relativelypuresubstancefor testing.

Manufacturersandprocessorssubject
to this testrule mustcomply with the
testrule developmentandexemption
proceduresin40 CFRPart 790 for single.
phaserulemaking.

E. ReportingRequirements
EPArequiresthat all datadeveloped

underthisrule bereportedin
accordancewith it& TSCA Good
LaboratoryPractice(GLP) standards,
which appearin 40 CFR Part 792.

In accordancewith 40 CFRPart790
undersingle-phaserulemaking
procedures,testsponsorsarerequiredto
submitindividual studyplansat least45
daysbeforeinitiation of eachtest.

EPA is requiredby TSCA section
4(b)(1)(C) tospecifythe time period
duringwhichpersonssubjectto a test
rulemustsubmittestdata.Specific
reportingrequirementsfor eachof the-
requiredtestsaregiven inTable1 and
areas follows:

1. Theoral andinhalation
pharmacokineticsstudy, thesubchronic
inhalationstudy, the inhalation
developmentaltoxicity study,and the
neurotoxicitystudiesshallbecompleted
and the final resultssubmittedto EPA
within 15 monthsof theeffectivedateof
the final testrule.

2. Thetwo-generationreproductive
effectsstudy, if triggered,shallbe
completedandthe final results
submittedto EPA within 29 months
followingnotification by EPAthat
testinghasbeentriggeredandis to be
initiated.

3. Theacutetoxicity studiesin
saltwaterandfreshwaterinvertebrates
and fish shallbecompletedandthe final
resultssubmittedto EPA within 12
monthsof theeffectivedateof thefinal
tcstrule.

4. Thechronictoxicity studiesin
saltwaterandfreshwaterinvertebrates
andearly life stagetoxicity studiesin
saltwaterandfreshwaterfish, if
triggered,shallbe completedand the
final resultssubmittedto EPAwithin 24
monthsof the effectivedateof the final
testrule.

5. The biodegradationand
volatilizationstudiesin aquaticsystems
shall becompletedandthe final results

submittedtoEPA within 12 monthsof
the effectivedateof the final testrule.

Interimprogressreportsfor eachof
thesestudiesshallbe providedto the
Agency at 8 monthintervalsafter the
effectivedateof this rule, or aftera test
is triggered,until the final report is
submittedto EPA.

TSCA section14(b) governsAgency
disclosureof all testdatasubmitted
pursuantto section4 of TSCA. Upon
receiptof datarequiredby this rule, the
Agency will publisha notice of receipt
in theFederalRegisterasrequiredby
section4(d).

Personswho exporta chemicalwhich
is subjectto a section4 testrule are
subjectto the exportreporting
requirementsof section12(b)of TSCA.
Final regulationsinterpretingthe
requirementsof section12(b)arein 40
CFR Part707. In brief, asof theeffective
dateof this testrule, anexporterof
cumenemust reportto EPA thefirst
annualexportor intendedexportof
cumeneto eachcountry. EPAwill notify
the foreigncountryconcerningthe test
rule for the chemical.

F. EnforcementProvisions

TheAgencyconsidersfailure to
comply with any aspectof a section4
rule to be a violationof section15 of
TSCA. Section15(1) of TSCAmakesit
unlawful for anypersonto fail or refuse
to comply with anyruleor orderissued
undersection4. Section15(3)of TSCA
makesit unlawful for anypersonto fail
or refuseto: (1) Establishor maintain
records,(2) submitreports,notices,or
other information,or (3) permitaccessto
or copyingof recordsrequiredby TSCA.
Section15(4)makesit unlawful for any
personto fail or refuseto permitentryor
inspectionasrequiredby TSCA section
11. Section11 applies to any “ *

establishment,facility, orotherpremises
in which chemicalsubstancesor
mixturesaremanufactured,processed,
stored,orheldbeforeor after their
distribution in commerce* * *,“ The
Agency considersa testingfacility to be
a placewherethe chemicalis heldor
storedand,therefore,subjectto
inspection.Laboratoryinspectionsand
dataauditswill beconducted.
periodically in accordancewith the
authorityandproceduresoutlinedin
TSCA section11 by duly designated
representativesof theEPA for the
purposeof determiningcompliancewith
the final rule for cumene.These
inspectionsmay be conductedfor
purposeswhich includeverification that
testinghasbegun,schedulesarebeing
met, and reportsaccuratelyreflectthe
underlyingrawdata,interpretations,
andevaluations,and to determine
compliancewith TSCA GLPstandards

and the teststandardsestablishedin the
rule.

EPA’s authorityto inspecta testing
facility alsoderivesfrom section4(bjf I)
of TSCA, which directsEPA to
promulgatestandardsfor the
developmentof testdata.These
standardsaredefinedin section3(12)(B)
of TSCA to includethoserequirements
necessaryto assurethat datadeveloped
undertestingrulesarereliableand
adequate,andto include suchother
requirementsas arenecessaryto
providesuchassurance.The Agency
maintainsthatlaboratoryinspections
arenecessaryto providethis assurance

Violators of TSCAare subjectto
criminal andcivil liability. Personswho
submitmateriallymisleadingor false
informationin connectionwith the
requirementof anyprovisionof this rule
maybe subjectto penaltieswhich may
be calculatedasif they neversubmitted
their data.Underthepenaltyprovisions
of section16 of TSCA, anypersonwho
violatessection15 of TSCAcouldbe
subjectto a civil penaltyof up to $25,000
for eachviolationwitheachday of
operationin violation constitutinga
separateviolation.This provisionwould
applyprimarily to manufacturerswho
fail to submit a letterof intentoran
exemptionrequestandcontinue
manufacturingafter thedeadlinesfor
suchsubmissions.This provisionwould
alsoapplyto processorswho fail to
submita letterof intentor anexemption
applicationandcontinueprocessing
aftertheAgencyhasnotified them of
their obligationto submit such
documents(see40 CFR790.48(b)).
Knowing or willful violations could lead
to the impositionof criminal penaltiesof
up to $25,000for eachdayof violation
andimprisonmentfor up to 1 year.In
determiningthe amountof penalty,EPA
will take into accounttheseriousnessof
the violationandthedegreeof
culpabilityof theviolator, aswell asall
theotherfactorslistedin TSCA section
18. Otherremediesareavailableto EPA
undersection17 ofTSCA, suchas
seekinganinjunctionto restrain
violations of TSCA section4.

Individuals aswell ascorporations
could besubjectto enforcementaction.
Sections15 and18 of TSCA apply to
‘any person”who violatesprovisionsof
TSCA. EPAmay, at its discretion,
proceedagainstindividuals aswell as
companiesthemselves.In particular,
this includesindividuals who report
false informationor who causeit to be
reported.In addition, the submissionof
false, fictitious, or fraudulentstatements
is a violationunder18 U.S.C.1001,

/f’
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IV. EconomicAnalysis of Final Rule

To assessthepotentialeconomic
impactof therule, EPAhaspreparedan
economicanalysis(Ref. 20) that
evaluatesthepotentialfor significant
economicimpact on the indostryas a
resultof therequiredtesting.The
economicanalysisestimatesthat costs
of conductingtherequiredtestingand
evaluatesthe potentialfoursignifica~
adverseeconomicimpactasa resultof
thesetestcostsby examiningfor market
characteristicsof cumene:(1) Prl~
sensitivityof demand,(2) industrycost
characteristics,(3) industrystructure,
and (4) marketexpectations.If thereis
no indicationof adverseeffect,no
further economicanalysisis to be
performedhowever.if thefirst level of
analysisindicatesapotentialfor
significanteconomicimpact.a more
comprehensiveanddetailedanalysisis
conductedwhich moreprecisely
predictsthemagnitudeanddistribution
of theexpectedimpact.

Total testingcostsfor the final rule for
cumeneare estimated to rangefrom
$822,148to $1,157,214.In orderto predict
the financialdecisionznakingpractices
of manufacturingfirms, thesecoats have
beenannualized. Annualizedcostsare
comparedwithannualrevenueasan
indicationof potentialimpact.The
annualizedcostsrepresentequivalent
constantcostswhich would haveto be
recoupedeachyearof thepayback
periodin orderto financethetesting
expenditurein the first year.

The annualizedtestcosts(using a cost
of capitalof 7 percent over a period of
15 years)rangefrom$90,264to$127,051.
Basedon the 1986estimatedproduction
andimport volume for cunieneof 4.0
billion pounds,theunit testcostswill
rangefrom about$0.002to $0.003cents
perpound.In relation to theselling price
of $0.18perpound for cumene,these
costsare equivalentto 0.01 to 0.02
percent of price.

Basedon thesecostsandthe usesof
cumene.theeconomicanalysisindicates
that thepotentialfor significantadverse
economicimpactasa resultof this
testingrule is low. Thisconclusionis
basedon the following observations:

1. Theestimatedunit testcostsare
very low, 0.02percentof currentprice in
theupper-boundcase.

2. Theoveralldemandforcumene
appearsrelatively inelastic.

3. Fiveof tenmanufacturersproduce
cumeneat highly integratedplants
whereminorcostincreasescanbe
dispersedovercumene-derived
chemicals.

4. Themarketexpectationsfor
cumeneenduseproductsappear
favorable.

Referto theeconomicanalysis
supportdocumentfor acomplete
discusmonof testcostestimationand
thepotentialfor economicimpact
resultingfrom thesecosts.

V. AvaMali&y of Test Facilitiesand
Personnel

Section4(b)(1)of TSCA requiresEPA
to consider“the reasonablyforeseeable
availability of thefacilities and
personnelneededto performthe testing
requiredunderthe rule.” Therefore,EPA
conducteda studyto assessthe
availability of testfacilities and
personnelto handletheadditional
demandfor testingservicescreatedby
section4 testrules.Copiesof thestudy,
ChemicalTestingIndustry: Profile of
ToxicologicalTesting,canbe obtained
throughtheNationalTechnical
InformationService(NTIS), 5285Port
Royal Road,Springfield,VA 22181 (PB
82—140773)or thedocketfor this rule. On
the basisof this study,the Agency
believesthat therewill beavailabletest
facilitiesandpersonnelto perform the
testingspecifiedin this rule.

EPA hasreviewedtheavailability of
contractlaboratoryfacilities to conduct
theneurotoxicitytestingrequirements
(Ref. 21) and believesthat facilities will
bemadeavailable for conductingthese
tests.Thelaboratoryreviewindicates
that few laboratoriesarecurrently
conductingthesetestsaccordingto
TSCA testguidelinesandTSCA GLP
standards.However,the barriersfaced
by testinglaboratoriesto gearup for
thesetestsarenot formidable.
Laboratorieswill needto investin
testingequipmentandpersonnel
training, butEPA believesthat these
investmentswill berecoveredas the
neurotoxicitytestingprogramunder
TSCA section4 continues.EPA’s
expectationsof laboratoryavailability
wereborneoutunderthe testing
requirementsof the C9 aromatic
hydrocarbonfraction testrule at 40 CFR
799.2175.Pursuantto that rule, the
manufacturerswereable tocontract
with a laboratoryto conductthe testing
accordingto TSCA testguidelinesand
TSCA GLP standards.

VI. RulemakingRecord

EPAhasestablisheda recordfor this
rulemakingproceeding[docketnumber
OPTS—42074A].This includes:

A. SupportingDocumentation

(1) FederalRegisternoticespertaining
to this ruleconsistingofi

(a) Notice containingthe ITC
designationof cumeneto the priority list
(49FR 46931: November29. 1984).

(bJRulesrequiringTSCA section8(a)
and8(d7 reportingoncumene(49 FR
46739; November28, 1984).

(c) Noticeof EPA’s proposedtestrule
on cumene(50 FR 46104’; November8,
1985).

(d) Noticeof final rulemakingon data
reimbursement(48FR 31786;July 11,
1983).

(e) Notice of interim final rule on
single-phasetestrule developmentand
exemptionprocedures(50FR 20652,Ma
17, 1985).

(f) Noticeof final rule on TSCA test
guidelines(40 CFRParts796, 797, and
798;September27, 1985).

(g) TSCA GLPstandards(48 FR 53992
November29, 1983).

(h) Noticeof proposedrule on TSCA
testguidelinesrevisions(51 FR 1522;
January14, 1986).

(i) Notice of final rule revisingTSCA
testguidelines(5Z FR 19058;May 20,
1987).

(2) Communicationsconsistingof:
(a) Written public comments~
(b) Transcriptof public meeting.
(c) Summariesof phone

conversations.
(3) Reports—publishedand

unpublishedfactualmaterialsincluding
ChemicalTestingIndustry’~Profile of
ToxicologicalTesting(October,1981).

B. References

(1) CMA’s CumenoProgramPaneL
Commentson EPA’s ProposedTest Rule for
Cumenesubmittedto Public Information -

Office. USEPA(February28. 1986).
(2) Dow ChemicalCompany.Commentson

EPA’s proposedpharmacokineticstest
submittedto Public InformationOffice,
USEPA(February13. 1986).

(3) SyracuseResearchCorporation.
“Responseto GeneralCommentson the Oral
and InhalationPharmacokineticsTests.’
Contract No. 6&-02-.4209(January22, 1987).

(4) U.S. EnviornmentalProtectionAgency.
Responseto TestRulesDevelopmentBranch
(TRDB) requeston reviewof SRC responset~
commentson pharmacokineticstests.
Interagencymemorandumto GaryE.Timm,
TRDB, fromHealthandEnvironmental
ReviewDivision (April 10, 1987).

(5) Gulf Oil ProductsCompany.TSCA
section 8(e)submission8EHQ—1184—0538.
Cell Transformation(ProjectNo. 84—2131)
andUnscheduledDNA Synthesis(ProjectNc
84—2130) testsof Cumene(November 21,
1984).

(8) CMA’s Cumene Program Panel. Results
from voluntary mutagenicity testingprogram
submitted to TRDB (1987).

(7) Gulf Oil Products Company.
“Micronucleus Test of Cumene,” Project No.
84—2129(May 14. 1985).

(8) SyracuseResearchCorporation.
“Technical Responseto Public Comments
Cumene.” Contract No. 88-02—4209
(September18, 1986).
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(9) SyracuseResearchCorporation.“Test
Rule SupportDocument:Cumene”Contract
No. 68-02-4209(June13, 19851.

(10) CMA’s CumeneProgramPanel.
Appendicesto thecommentionEPA’..
ProposedTestRule for Cwnenesubmittedto
Public informationOffice. USEPA(February
28, 1986j.

(11) U.S. EnvironmentalProtectionAgency.
Exposureto fugitive ~rnissionsof cumene.
Interagencymemorandumto JenniferOrme,
TRDB, fromDesignandDevelopmentBranch
(March 29. 1985).

(12) ScienceApplicationsInternational
Corporation.Letter from Martin Huppertto
Beth Heasaof DynamacCorporation
concerningdischargesof cumeneto the
environment(February8. 1988).

(13) CMA’s CumeneProgramPanel.
Industrial HygieneSurvey(April 1985).

(14) Senczuk,W. andLitewka,B.
~‘Absorptionof cwnenethroughthe
respiratorytractandexcretionof
dimethyiphenyicarbinolIn urine.” British
Journal ofIndustrial Medicine 33: 100-105
(1976).

(15) Valette,G.,andCavier,B.. “Absorption
PercutaneeatConstitutionChlinique:Gasdes
hydrocarbure8desalcoolset desestes.”
ArchivesofInternationalPharmacodynamics
97: 232—240(1954).

(16) Robinson,D.. Smith,J.N.,and
Williams, R.T. “Studies in detoxication:the
metabolismof alkylbenzenes,
isopropylbenzene(cumene)andderivatives-
of hydrotropic acid.” Biochemical Journal. 59:
153—159(1955). -

(17) Serebrennikov.O.A., and Ogleznev
G.A. “Developmental anomaliesin the
mother-fetussystemfollowingexposure to
petrochemicalproducts.”Deposited
Document. 2867—78:151—152(1978).

(18) Bourquin,A.W.. Hood, M.A., and
Garnas.R.1., “An artificial microbial
ecosystemfor determiningeffectsand fateof
toxicantsin asalt-marshenvironment.”
Developments in Industrial Microbiology 18:
185—191(1977). -

(19) Smith.J.H.. Bomberger.D.C.. Haynes.
DL. “Predictionof theviolatilization of high
volatility chemicalsfromnaturalwater
bodies.Environmental Science & Technology.
14(11): 1332—1337(1980).

(20) U.S. EnvironmentalProtectionAgency.
EconomicImpactAnalysisof FinalTest Rule
for Cumene.Washington.DC. Office of Toxic
Substances,USEPA(February29, 1988).

(21) Mathtech.Inc. “Evaluationof TSCA
guidelinesfor neurotoxicitytesting:Impactof
increasedtestingrequirements.”Preparedfor
RegulatoryImpactsBranch.US EPA (April
14. 1987).

The recordis availablefor inspection
from 8a.m. to 4p.m., Monday through
Friday, exceptlegal holidays,in Rm.
NE—C004,401 M St., SW., Washington.
DC 20460.

VII. Other Regulatory Requirements

A. ExecutiveOrder 12291
UnderExecutiveOrder12291,EPA

must judgewhether a rtile is “major”
and thereforesubjectto the requirement
of a RegulatoryImpactAnalysis.EPA

hasdeterminedthat this testrule is not
majorbecauseit doesnot meetanyof
thecriteriasetforth in section1(b) of
theOrder~i.e., it will nothaveanannual-
effecton the economyof at least$100
million, will notcausea majorincrease
in costsorprices,and will not have a
significantadverseeffect on competition
or the ability of U.S.enterpriseto
competewith foreign enterprises.

This rule wassubmittedto theOffice
of ManagementandBudget(0MB) for
reviewasrequiredby ExecutiveOrder
12291.Any written commentsfrom 0MB
to EPA. andanyEPAresponseto those
comments,areincludedin the
rulemakingrecord.

B. RegulatoryFlexibility Act
UndertheRegulatoryFlexibility-Act

(5 U.S.C.601 etseq..Pub.L. 96-354,
September19, 1980).EPA is certifying
that this testrule will nothavea
significantLrnpact on a substantial
numberof smallbusinessesbecause:(1)
Theyarenot likely to performtesting
themselves,or to participatein the
organizationof the testingeffort; (2) they
will experienceonly veryminorcosts,if
any. in securingexemptionfrom testing
requirements;and(3) theyare unlikely
to beaffectedby reimbursement
requirements.

C. PaperworkReductionAct
0MB hasapprovedthe information

collectionrequirementscontainedin this
final ruleundertheprovisionsof the
PaperworkReductionAct of 1980 (44
U.S.C.3501etseq.,Pub. L. 98—511,
December11, 1980).andhasassigned
0MB control number2070—0033.

Public reportingburdenfor this
collectionof informationis estimatedto
average535hoursperresponse.
including time for reviewing
instructions,searchingexistingdata
sources,gatheringandmaintainingthe
dataneeded,andcompletingand
reviewingthecollectionof information.

Sendcommentsregardingtheburden
estimateor anyotheraspectof this
collectionof information. including
suggestionsfor reducingthis burdento:

1. Chief, InformationPolicy Branch
(PM-223),EPA, 401 M St., SW..
Washington.DC 20460.

2. Office of Informationand
RegulatoryAffairs, Office of
ManagementandBudget(0MB).
Washington.DC 20503,(Attn: Desk
Officer for EPA).

List of Subjects in 40 CFRPart 799
Testing,Environmentalprotection.

Hazardoussubstances,Chemicals,
Recordkeepingandreporting
requirements.Incorporationby
reference.

Dated:July 5, 1988.
Victor J. Kimm,
Acting AssistantAdministrator for Pesticides
and Toxic Substances.

Therefore,40 CFR Part 799 is
amendedasfollows:

PART 799—4AMEP4DEDJ

1. The authoritycitation for Part799
continuesto readasfollows:

Authority: 15 U.S.C.2803, 2611,2625.

2. By adding§ 799.1285to readas

follows:
§ 799.1285 Cumen.

(a) Identificationoftestsubstance.(1)
Cumene(isopropylbenzene.CASNo.
9&—82.~.8)shall be testedin accordance
with this section.

(2) Cumeneof at least99 percent
purity shall beusedasthe test
substance.

(b) Personsrequiredtosubmitstudy
plans,conducttests,andsubmitdata.
All personswho manufacture (including
import or byproduct manufacture) or
processor intend to manufactureor
processcumene,other thanasan
impurity, afterSeptember9, 1988. to the
endof thereimbursementperiodshall
submitlettersof intentto conduct
testing.submitstudyplans,conduct
tests,andsubmitdata,or submit
exemption applications,as specified in
this section,SubpartA of this part. and
Parts790 and792of this chapterfor
single-phaserulemaking.

(c) Healtheffects—{1)Oraland
inhalationpharmacokinetictest—4~y
Requiredtesting.Pharmacokinetic
testingusing theoral andinhalation
routes shall be conductedwith cumene
in accordancewith § 795.230of this
ch~ter.

i))Reportingrequirements.(A) The
pharrnacokinetictestingshall be
coninietedandthe final report submitted
to EPA within 15 monthsof theeffective
date of the final rule.

(9) Interim progressreportsshall be
submittedto EPA at 6-monthintervals
beginning6 monthsafter theeffective
dateof the final rule, until the final
reportis submittedto EPA.

....~ (2) Subchronicinhalation toxicity---(i)~
Requiredtesting. A subchronic
inhalationtoxici y estshall be
conductedwith cumenein accordance
with § 798.2450of this chapterexceptfor
theprovisionsof paragraphs(d)(1)(iv),
(5), (6), (9). (12)(iii), (13)(i), and
(e)(3~iv)(D)of § 798.2450.

(Bj}~orthepurposeof this section,the
folLowing provisionsalsoapply.

(7) Animalselection—Numbers.At
least30 animals(15malesand15
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females)shallbeusedfor eachtest
group.

(2) Exposureconditions.The animals
shall be exposedto the testsubstance6
hoursper day, 5 daysperweekfor 13
weeks(65 days of exposure).

(3) Obthndtionofanimals.Animals
shallbeweighedweekly, andtheir food
andwaterconsumptionshall alsobe
measuredweekly.

(4) Grosspathology.The following
additionalorgansshall bepreservedIn a
suitablemediumfor future
histopathologicalexamination: The vas
deferens,the oviducts, and the vagina.

(5) Histopathology.The accessory
genitalorgans(epididymis),prostate,
seminalvesicles)andthe vaginashall
beexaminedhistopathologically.In
addition,preparationsof testicularand
associatedreproductiveorgansamples
for histologyshall follow the
recommendationsof Lamband Chapin
(1985)under paragraph (fl(1) of this
section,or an equivalent procedure,
with particularattention directed
toward achievingoptunal quality in the
fixation andembedding,and including
an evaluation of the spermatogenic
pattern. Spermatid counts shall be
performed as describedby Johnson et at.
(1980)and Blazak et al. (1985)under
paragraphs (d) (2) and(3) of this section
or an equivalent procedure. Epididymal
sperm count and sperm morphology
shall alsobe done.

(8) Testreport—Individualanimal
data.The specific test report
information shall include “Food and
water consumption data.”

(ii) Reportingrequirements.(A) The
subchronic toxicity testshall be
completedand the final report submitted
to EPA within 15 monthsof the effective
date of the final rule.

(B) Interim progressreports shall be
submittedto EPAat 6-month intervals
beginning6 monthsaftertheeffective
dateof the final rule, until the final
reportis submittedto EPA. -

(3) Inhalationdevelopmental
toxicity—(i)Requiredtesting.An
inhalationdevelopmentaltoxicity test
shallbe conductedwith cumenein
accordancewith * 798.4350of this
chapter.

(ii) Reportingrequirements.(A) The
inhalationdevelopmentaltoxicity test
shall be completedand the final report
submitted to EPA within 15 monthsof
the effectivedate of the final rule.

(B) Interim progress reports shall be
submitted to EPAat 6-month intervals
beginning 8 monthsafter the effective
date of the final rule, until the final
report is submitted to EPA.

(3) Neurotoxicity—~-{i)Required
testing.(A) Neurotoxicity testsshall be
conductedwith cumeneby inhalation in

accordancewith § § 798.6050,798.6280,
and 798.8400of this chapter. Each test
shall be performed for a period of 90
days.

(ii) Reportingrequirements.(A) The
neurotoxicity testsshall be completed
and the final reports submitted to EPA
within 15 monthsof the effective date of
the final rule.

(B) Interim progressreports for each
testshall be submitted to EPAat 6-
month intervals beginning6 months
after the effective date of the final rule,
until the applicable final report Is
submitted to EPA.

(5) Two-generationreproductive
effects.--(i)Requiredtesting. A two..
generationreproductiveeffectstestshall
be conductedwith cuinenein
accordancewith * 798.4700of this
chapter if either thegrossor
histopathological evaluation of the
reproductive tissuesin male or female
exposedanimals from the subchronic
exposuretestspecifiedin paragraph
(c)(2) of this sectionshowsadverse
effects or if significant alteration in
reproductive organ weightsoccursin the
subchronic exposure testwhich can be
related to exposureto cumene.EPAwill
hold a public program review, following
submissionof thesubchronic toxicity
test, to decide whether the two-
generation reproductive effects testIs to
be required. if required, the testshould
be conductedusing the oral route of
exposure.

(ii) Reportingrequirements.(A) The
two-generation reproductive effectstest
shall be completedand the final report
submitted to EPA within 29 months
following EPA’s notification to the test
sponsor, through certified letter or
Federal Registernotice, that testing shall
be initiated.

(B) Interim progressreports shall be
submitted to EPA at 6-month intervals
beginning6 monthsafter thedate of
EPA’s notification to the testsponsor
that testing shall be initiated, until the
final report is submitted to EPA.

(d) Environmentaleffects—{1)
Aquaticacutetoxicity—(i)Required
testing.Saltwater and freshwater
invertebrate and vertebrate tests,In a
flow-through system,shall be conducted
with cumeneon the following
organisms: Daphniamagna,to be
conductedin accordancewith ~797.1300
of this chapter, Mysidopsisbahia to be
conductedin accordancewith § 797.1930
of this chapter; andSalmogairdneriand
Cyprinodonvariegatusto be conducted
in accordancewith § 797.1400of this
chapter. The total and dissolved(e.g.
filtered) concentrationsof the test
substanceshallbe measuredin each
testchamberandthe delivery chamber
beforethe testand in eachtestchamber

at 0. 24. and48 hours(Daphniamagna)
and 0, 48, and 96 hours(Mysidopsis
bahia, Salmogairdneri, andCyprinodon
variegatus)to ascertainwhetherit is in
solution.

(ii) Reportingrequirements.(A) The
acutetoxicity testsshall becompleted
andthe final reportssubmittedto EPA
within 12monthsof the effective dateof
the final rule,

(B) An interim progressreportfor
eachacutetestshall be submittedto
EPA 6 monthsafter theeffectivedateof
the final rule.

(2)Aquaticchronictoxicity—(i)
Requiredtesting.Aquaticchronic
toxicity tests,in a flow-throughsystem,
shall be conductedwith cumeneon
Daphniamagna,in accordancewith
§ 797.1330of this chapter, and
Mysidopsisbahia, in accordancewith
§ 797.1950of this chapter.if the results
of the acutetoxicity testsconductedfor
thosespeciesunder paragraph (d)(1) of
this sectionshowEC60or LC~of less
than or equal to I mg/L The total and -

dissolved(e.g.filtered) concentrationsof
the testsubstanceshall be measuredIn
eachtestchamberand the delivery
chamberbeforethe testand in each test
chamberand the delivery chamberat 0~,
7, 14. and 21 daysto ascertainwhetherit
is in solution.

(ii) Reportingrequirements.(A) The
chronic toxicity tests, if required under
paragraph (d)(2)(i) of this section,shall
be completedandthe final reports
submittedto EPAwithin 24 months of
the effective date of the final rule.

(B) An interim-progress report for
each chronic test shall be submitted to
EPA18 months after the effectivedate
of the final rule.

(3) Aquaticearlylife stagetoxicity—
(i) Requiredtesting.Aquatic early life
stagetoxicity tests, in a flow-through
system.shall be conductedwith cumene
on Salmogairdneriand Cyprinodon
variegatus,in accordancewith
§ 797.1600of this chapter.if the results
of the acute toxicity testsconductedfor
those speciesunder paragraph (d)(1) of
this section show LC~,of lessthan or
equal to I mg/L.

(ii) Reportingrequirements.(A) The
early life stagetoxicity tests,if required
underparagraph(d)(3) of this section,
shall becompletedandthe final reports
submitted to EPA within 24 months of
the effectivedate of the final rule.

(B) An interim progressreportfor
each test shall be submitted to EPA 18
months after the effective date of the
final rule.

Ce) Chemicalfate—(1)
Biodegradation—.(i)Requiredtesting.
Biodegradationtestingin an aquatic
systemshall be conductedwith cumene
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ccordancewith themethod
crihed in an articleby Baurquinet al.
~tied“An Artificial Microbial
systemfor DeterminingEffectsand
eof Toxicantsin a Salt-Marsh -

ironment,’ reprintedfrom Vol. 18 of
Societyof IndustrialMicrobiology’s
‘elopmentsin Indusirial
rrobiology,Chapter11,1977,which is
rporatedby reference.Themethod

vailabk F
0

p public inspectionat the -

iceof theFederalRegister,Rm. 8301,
i andL St.., NW., Washington,DC
08, andcopiesmaybeobtainedfrom
EPATSCA PublicDocketOffice
—793),Rm.C—004NortheastMall, 401
it., SW., Washington.DC 20480.This
orporationby referencewas -

irovedby theDirectorof theFederal.
~isterin accordancewith 5U.S.C.
(a) andI CFR Part51. Themethodis
orporatedasit existson theeffective
a of this rule andanoticeof any
~ngeto themethodwill, be published
heFederalRegister. -

ii) Reportingrequirements.(A) The -

degradationtestinanaquaticsystem
Ill becompletedandthefinal report
~mitted to EPA within 12 monthsof
effectivedateof thefinal rule.

B) An interim progressreportshall be
)rnitted to EPA 6 monthsafter the
~ctivedateof thefinal rule.
2) Volatilization—(i)Required
ting. A testfor volatilizationfrom
iatic systemshall beconductedwith
nenein accordancewith the method
;cribedin an articleby Smith et al.
itled “Predictionof theVolatilization
leaof High-Volatility Chemicalsfrom
tural WaterBodies,” publishedin
I. 14, Number11, of theAmerican
emicalSociety’sEnvironmental
-‘ence& Technology.1980.which is
orporatedby reference.Themethod
~vailable for public inspectionat the
Oceof the FederalRegister,Rm.8301,
ii andL St., NW., Washington,DC
103. arid copiesmaybe obtainedfrom
• EPA TSCA Public Docket Office
~--793),Rm. 0—004NortheastMail, 401
St.. SW.. Washington,DC 20460.This
orporationby referencewas
provedby theDirectorof theFederal
gisierin accordancewith 5 U.S.C.
)(a)andI CFR Part51. Th~methodis
ni portedas it existson the effective
to of this ruleandanoticeof aily
iript~ to the methodwill bepubhslied
iho FederalRegister.

flepurtin~requirements.(Al The
Iatiio~ationLest in anaquatics~,stem
ill he completedandthe final report
I’rii8ed to EPA within 12 monthsof

elteclivedateof the final rule.
(It( An interim progressrepoit shall be
h;i~:ed to EPA 6 monthsalterthe

~edateof the final rule.

• ‘~(f) References.Foradditional
backgroundinformation, thefollowing
referencesshould beconsulted:

(1) Lamb,J.C. andChapin,R.E.
“Experimentalmodelsof male
reproductivetoxicology,” Endocrine
Toxicology.Eds.J.A.Thomas.K.S.
Korach,J.A. McLachlan New York, NY:
RavenPress,pp. 85—115(1985).

(2) johnson,L, Petty,C.S., arid
Neaves,W.B. “A comparativestudyof
daily spermproductionand testicular
compositionin humansandrats,”
BiologyofReproduction,22:1233—1243.
(1980).

(3) Blazak,W.F., Ernest,T.L and
Stewart,B.E. “Potential indicatorsof
reproductivetoxicity: Testicularsperm
productionandepididymalsperm
number,transittime andmotility in
Fischer344rats,” Fundamentaland
AppliedToxicology,5:1097—1103(1985).

(g) Effectivedate.(1) Theeffective
dateof this final rule for. cumeneis
September9, 1988.

(2) Theguidelinesandother test
methodscitedin this sectionare
referencedhereas theyexist on
September9, 1988. - - -

(InFormationcollectionrequirementshave
beenapprovedby the Officeof Management
andBudgetundercontrolnumber2070-0033.)

IFR Doc.8846752Filed 7—28—88;8:45 am)
aILLING CODEs5SO-5O-M -

DEPARTMENTOFTHE INTERIOR

Bureauof Land Management

43 CFR Public LandOrder6685

[AK-932-0B--4220—1o.~A-067673]

PartialRevocationof Public Land
OrderNo. 245 for Selectionof Lands
by theStateof Alaska;Alaska

AGENCY:Bureauof LandManagement,
Interior.
ACTION: Public LandOrder.

SUMMARY~This orderrevokesapublic
landorder(PLO) insofarasit affects
34.84of public landsreservedfor
townsitepurposes.The landsareno
longerneededfor thepurposefor which
theywerewithdrawn.This actionwill
alsoclassify thelandsassuitablefor
selectionby theStateof Alaska, if such
landsareotherwiseavailable.If not
selectedby theState,the landswill
becomesubjectto the termsand
conditionsof PLONo. 5180, asamended,
andwill remainclosedto locationfor
metalliferousmineralsuntil a further
openingorderis published.

FOR FURTHER INFORMATION CONTACT;
SandraC. Thomas,BLM StateOffice,
701 C Street,Box 13, Anchorage,Alaska
99513, 907—271—5477.

By virtueof theauthorityvestedin the
Secretaryof the-Interiorby section204 -

of theFederalLandPolicy and
ManagementAct of 1976,90 Stat.2751;
43 U.S.C.1714 andby section17(d)(1) of
theAlaskaNative ClaimsSettlement
Act of December 18, 1971, 85 Stat. 708
and 709; 43 U.S.C. 1816(d)(1), it is
orderedas follows:

1. Public LandOrderNo. 245is hereby
revoked insofaras it affectsthe
following describedlands:

MoosePassTowasil.
-- U.S. Survey2876, lot 9, Block 2: lot 1, Block 3~
:- andBlocks7 end8. -- -• •-

The areasdescribedaggregate34.84 acres.

2. Subject to valid existingrights,the
landsdescribedabovearehereby -

classifiedassuitablefor andopenedto
selectionby theStateof Alaskaunder
either the AlaskaStatehoodAct of July
7, 1958,72 StaL 339,et seq.;48 U.S.C.
prec.21, or section908(b) of theAlaska
NationalInterestLandsConservation -

Act of December2. 1980, 94 Stat.2437—
2438;43 U.S.C.1635.

3. As providedby section6(g)of the
AlaskaStatehoodAct, theStateof
Alaskais providedapreferenceright of
selectionfor the landsdescribedabove,
for aperiodof ninety-one(91)daysfrom
thedateof publicationof this order, if
thelandsareotherwiseavailable.Any
of thelandsdescribedhereinthat are
not selectedby theStateof Alaskawill
besubjectto thetermsandconditionsof
PLO No. 5180,asamended,andany
otherindividualsof record,andshall
remainclosedto locationfor
metalliferousmining until afurther
openingorderis published.

July 12, 1g68. -

J.StevenGriIes,
AssistantSecnotoryoftheInterior.
(FR Doc. 88—16910Filed 7—26—88; 8:45 am)
BILUPIG CODE 431O—JA-~

FEDERAL EMERGENCY

MANAGEMENT AGENCY

44 CFRPART 64

[DocketNo. FEMA 68021

Suspensionof CommunityEligibility;
California,et al.
AGENCY: FederalEmergency

ManagementAgency(FEMA).

ACTION: Final rule.
EFFECTIVEDATE: July 27, 1088.


